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Review Date:                     

Additional DHHS protections Pertaining to Biomedical and Behavioral
Research Involving Prisoners as Subjects

Checklist for Protocol # __________

The purpose of this checklist is to aid you in your evaluation of CDC research involving prisoners inasmuch as

prisoners m ay be unde r constraints b ecause of the ir incarceratio n which cou ld affect their ab ility to make a truly

voluntary and  uncoerce d decision  whether or n ot to particip ate as subjec ts in research.   T hese requir ements are in

addition to those imposed under other subparts of the Federal Regulation.

Minimal Risk

The Federal Regulations divide research into that which is minimal or not greater than minimal risk to the participant

and that which is greater than minimal risk.  The definition of minimal risk for research involving prisoners is given

in §46.303(d ), which reads as follows:

“Minimal risk is the probability and magnitude of physical or p sychologica l harm that is nor mally  encou ntered in

the daily lives, or in th e routine me dical, dental, o r psycholo gical examin ation of health p ersons.”

Level of Risk for this protocol (please insert “minimal” or “greater than m inimal”):

______________________________________________________________________________

An IRB can only app rove research that falls into one of the following four categories (complete/check one only):

Category

45 CFR 46 Subpart “C”

§ 46.306 Notes

Cause and Effect “study of the possible causes, effects, and processes of

incarceratio n, and of crim inal behavio r, provide d...

. . .that the study presents no more than minimal risk AND

no more  than inconve nience to the su bjects.”

Institutional

Structures

“study of prisons as institutional structures or of prisoners as

incarcerate d person s, provided ...

. . .that the study presents no more than minimal risk AND

no more  than inconve nience to the su bjects.”
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Category

45 CFR 46 Subpart “C”

§ 46.306 Notes

Conditions

Affecting Prisoners

as Class

“research on cond itions particularly affecting prisoners as a

class (e.g., vaccine trials ...on hepatitis which is much more

prevalent in prisons; and research on social and psychological

problems such as alcoholism, drug addition, and sexual

assaults)...”

Improv ing Hea lth

and Well-being

“research on practices, both innovative and accepted, which

have the intent and reasonable probability of improving the

health or well-b eing of the sub ject.”
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Please use the following determination key when evaluating research involving prisoners to ensure that the

additional safeg uard  has been satisfactorily addressed:

Y = adequately addressed in protocol

M = missing in protocol

I = incomplete or problematic in protocol

Additional

Safeguard § 46.305 Notes

Legal “research...limite d by app licable State o r local law.”

Contro ls “Unless the PI provides to the Board justification in writing for 

following some other procedures, control subjects must be

selected randomly from the group of available prisoners who

meet the cha racteristics need ed...”

Advantages “any possible advantages accruing to the prisoner through his or

her participation..., when compared to the general living

conditions, medical care, quality of food, amenities and

opportunity for earnings in prison, are not of such a magnitude

that his or her ability to weigh the risks...against the value of

such advantages in the limited choice environment of the prison

is impaired;

Risks ...are commensurate with risks that would be accepted by

nonprisoner volunteers;

Selection “procedures...are fair to all prisoners and immune from arbitrary

intervention by prison authorities or prisone rs.

Comprehension “...information is p resented in lan guage whic h is

understand able...”

Parole “adequa te assurance  exists that paro le boards  will not take into

account a prisoner’s participation...in making decisions

regarding p arole, and e ach prison er is clearly inform ed in

advance that participation...will have no effect on his or her

parole...”

Follow-up “where the Board finds there may be a need for follow-up

examination or care...after...participation, adequate provision

has been made for such examination or care, taking into account

the varying lengths of individual prisoners’ sentences, and for

informing pa rticipants of this fact.”

filename: vpguid.pri, modified 4/99


